
~edi~~~ Devices: Draft Guidance on Class II Speci~t Controls Guidance 5ocument: 

evinces for Snoring and/or Obstructive Steep Apnea; Draft Guidance for 

~dust~ and DA; Availabit ity 

AGENCY: Food and Drug Ad~~istrat~~~, HHS. 

$~~~A~~~ e Food and Drug Admi~is~ation ( A) is announcing the avail ility of the draft 

uidance ~~t~t~ed “Class II Special Contrails Guidance Document: Intra 

Sleep Apnea; Draft CuidaBce for Industry and I?EUL” This draft 

d~~~rne~t was developed as a special control to support the ~~assi~cat~~~ of intraoral devices for 

snoring and ~~~a~ra~ devices for snoring and obstructive sleep apnea into class If and to provide 

guidance to manufacturers attempting to estabfish that their intraoral devices for snoring and 

abs tructive slee apnea are su~stant~a~~y equiva ent to a predicate 

of the Fedeez4 Register, A is publishing a proposed rule to classify ese devices. This draft 

is it in effect at this time. 

DATES: Su~~t written or electronic co ents ~o~ee~~~g this draft guidance by 

ADDRESSES: Su mit written requests for single copies on a 3.5” iskette of the draft guidance 

document entitled “Class I Special Controls Guidance Document: intraoral Devkes for S~o~~~ 

structive Sleep Apnea; Draft Guidance for Industry and FIIA” to the division of Smal’f 

M~~fac~rers~ ~~te~at~ona~ and Consumer Assistance (EEL--220), Center for Devices and 

), E~od and Drug Administration, 1350 Piccard Dr., 



2 

2~8~~. Send two self-addressed adhesive labels tu assist that office in processing your request, 

or fax your reques to 30&-443-88 f 8. Submit written co~ents ~o~~e~~ng t e draft guidance 

ets Manageme -305), Food and Drug Ad~nistrat~on~ 5630 Fishers 

Lane, D 20852. Sub~t electronic coverts to ov~do~kets~ 

e~omme~ts. See the SUPPLE EN1*ARY ~~~~~~ATl~~ section for information on e ectronic access 

to the guidance. 

N CONTACT: Susan Runner, Center for Devices and Radiological Healt 

), Food and Dru Ad~~~stration, 9200 Corporate Blvd., Rot ville, MD 2085 

s announcing the availab~~~~ of a draft guidance entitled “%I ss II Special Controls 

~n~aora~ Devices for Snorin and/or Ubstruetive Sleep Apnea; Draft guidance 

for Xndus aural devices to treat snoring are removable medical devices that are * 
the patient’s mou to reduce or eliminate snu~ng. In some cases the devices may also 

be used to treat ~~s~~t~ve slee apnea, Currently., intraoral devices for snoring and/or sleep apnea 

osing to classify these devices into cXass II. A intends that the 

draft guidable documents if finalized, will serve as the specia intraoral devices for 

sno~ng an bstructive sleep apnea. The draft guidance document offers ~eco~e~datio~s tv 

and F’IIA staff about the content and fox-mat of a 

devices in order to est lish safety and effectiveness* The 

ed to facilitate the assembly of necessary data, maintain consistency 

for a more ef~~ient regulator process. 



e draft guidance re resents the agency’s cu~ent thinking on ~n~aora~ devices for sno~ng 

s~~t~ve sleep apne It does not create or confer any rights for or on any person an 

A or the public. An alternative approach sed if such approach 

ficabXe statutes and regulations. 

anee document is being issued consistent with guidance practices 

ufation (21 CF 10.115). The draft guidance oeument is issued as a level f guidance 

er to receive “‘Cfass X Special Controls guidance Document: Intraoral Devices for 

or ~bst~ctive Sle Apnea; Draft Guidance for rndust~ a A” via your fax 

e CDRH Facts-an-remand system at ~~~8~~~381 or 301-827~Of 11 from a 

ouch-tone tele ess I. to enter the system. At the second voice pro to order 

a docu e document number 1378 fo~~uwed by the pound sign (#I). Follow 

voice prompts t complete your request. 

persons interested in obtaining a copy of the draft guidance may also do so using the Internet. 

CDRH maintains n entry on the Internet for easy access to ~nfo~at~on including text, ~a~~~s, 

oaded to a personal computer with Internet access. Update 

ome page includes the civil money enalty guidance ocuments package, device 

safety alerts, Federal Register reprints, info~ation on premarket sub~ssions (including lists of 

approved a~~~~~at~o~s and manufa~turers~ addresses), small manufacturers’ assistance, info~at~on 

conferenc~ng and lectronic submissions, Ma~ography atters, and other deviee- 

oriented i~format~on, The CDRH home age may be aeeessed at http:~/www. a.govlcdrh. guidance 

e also available on the Dockets Management Branch Internet site at http:/1 

~o~~s/do~kets/default.htm~ 





may su it one copy. ~~~e~ts are to be ~d~~tified with the dot et number found in brackets 

of this d~&~rn~~t. The draft guidance document and received c~~e~t~ ay be 

seen im the Dockets Ma~ageme~t Branch between 9 a.m. and 4 pm., gh Friday. 

ated: 

February 28, 2002, 

??-??--02; 8:45 am] 
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